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1- (currently amended) A non-aqueous particlo fonning compoGition so lution 
comprising a modafinil compound and at least one surfactant, characterized in that t he 
compositio n solution spontaneously forms an aqueous, liquid, homogeneous, stable composition 
of non-crystalline particles when contacted with an aqueous medium. 

2. canceled- 

3. (currently amended) The compositio n solution of claim 1, wherein the modafinil 
compound is modafinil. 

4. (currently amended) The compocitio ns olution of claim 1, wherein the 
compositio n solution is pharmaceutically acceptable. 

5. canceled. 

6. canceled. 

7. canceled- 

8. (currently amended) The oompOGition solution of claim 1, wherein the surfactant 
or surfactants comprise from about 0.5% to about 50% (w/w) of the non aquooua particl e 
forming compOGitio n solution . 

9. (currently amended) The compooition solution of claim 8, wherein the surfactant 
or surfactants comprise from about 1% to about 20% (w/w) of the non oqucouc particl e fomung 
compOGitio ns oIurion - 

10. (currently amended) The oompOGition solution of claim 1, wherein the surfactant 
or surfactants is a polyoxyethylene sorbitan fatty acid ester, a polyethylene glycol etlier, a 
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saturated polyglycolized glyceride, a fatty acid ester of polyethylene glycol, a medium chain 
monoglyccride, a medium chain fatty acid ester, d-a-tocopheryl polyethylene glycol succinate, a 
polyethylene/piopylene glycol copolymer, block copolymers of ethylene oxide and jjropylene 
oxide» a pdlyoxyl stearate, an ethoxylated castor oil, or an ethoxylated hydioxystearic acid. 

1 1 . (currently amended) The corrtpotatiOTi solution of claim 1 0, comprising a first 
surfactant and a second surfactant 

12. (currently amended) The ee mpositio n solution of claim 1 1, wherein ihe second 
surfectant is a polyoxyethylene soibitan fatty acid ester. 

13. (currently amended) The compocition solution of claim 12, wherein i tie second 
surfactant is sorbitan monolaurate or Polysorbate 80. 

14. (currently amended) The oompoGitio n solution of claim 1^ further comprising an 
organic solvent. 

15. (currently amended) The compositioi is olution of claim 14, wherein tlie organic 
solvent is at least one solvent selected from the group consisting of glycerin, propylene glycol, 
diethylene glycol ethyl ether, propylene carbonate, tetraglycol, a medium chain length 
monoglyceride, and a polyethylene glycoL 

16. (currently amended) The eempoaitio n solution of claim 15, farther comprising 
benzyl alcohol, a-phenethyl alcohol or p-phenethyl alcohol, 

17. (currently amended) The e e mpositio n solution of claim 3, wherein modafinil is 
present cn the non - aqucoua paitiolo forming comp oa ilio ns ohition at a concentration (jf about 1 to 
about 500 mg^. 

18. (currently amended) The compQcition solution of claim 17, wherein modafinil is 
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present in the non aqueoxio portiol e fonnin g-e onipositio ns olution at a concentration of about 1 to 
about 200 mg/ml. 

19. (cuxrently amended) The compocition s olution of claim 1 , wherein tl le uen- 
aqueoufl particle foiminfi CQmpo sifee asolution comprises amodafinil compound at a 
concentration of about 1 to about 100 mg/ml; a first surfactant selected from a polyoxyethylene 
sorbitan fatty acid ester, a polyethylene glycol ether, a saturated polyglycolized glyceride, a fatty 
acid ester of a polyethylene glycol, a medium chain monoglyceride. a medium chain, fatty acid 
ester, d-a-tocopheryl polyethylene glycol succinate, a polyethylene/propylene glycol copolymer, 
block copolymers of ethylene oxide and propylene oxide, a polyoxyl stearate, an etboxylated 
castor oil, and an elhoxylated hydroxystearic acid; a second surfactant selected from a 
polyoxyethylene sorbitan fatty acid ester, aad an organic solvent selected from glycerin, 
propylene glycol, diethylene glycol ethyl ether, propylene carbonate, tetraglycol, a medium chain 
length monoglyceride, and a polyethylene glycol. 

20. (currently amended) The composition solution of claim 1 9, wherein 1 he modafinil 
compound is modafinil. 

2 1 . (currently amended) The compooition soluta'on of claim 20, wherein i he first 
suifactant is a saturated polyglycolized glyceride, a fatty acid ester of a polyethylene glycol, or a 
medium chain monoglyceride; the second surfactant is a polyoxyethylene sorbitan fiitty acid 
ester; and the organic solvent is a polyethylene glycol. 

22. (currently amended) The compositio ns olution of claim 2 1 , wherein 1 he frrst 
surfactant is glyceryl caprylate/caprate, glyceryl monocaprylate or polyethoxylated (40) stearic 
acid; the second surfactant is sorbitan monolaurate; and the organic solvent is PEG-300 orPEG- 
400, 

23. (cmrently amended) The compositio B Solution of claim 22, wherein the aoH- 
aquQOUS^articlo forming compositio n solution comprises 90% PEG-400, 5% sorbitan 
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monolaurate, 5% glyceryl caprylate/caprate (w/w/w). 

24. (currently amended) The compoGitioD SoIution of claim 22, wherein the sefi- 
QquGQua pcutiole forniing compositio n solution comprises 90% PEG-400, 5% sorbitiin 
monolaurate, 5% glyceryl raonocapiylate (w/w/w). 

25. (currently amended) The compoaitio n solution of claim 22^ wherein ihe bbr- 
aquoo uo particl e forming compOGitio ns oIution compiises 90% PEG-400, 5% sorbitjin 
monolaurate, 5% polyethoxylated (40) stearic acid (w/w/w). 

26. (currently amended) The compositio n solution of claim 21, wherein ihe first 
surfactant is glyceryl caprylate/caprate, glyceryl monocaprylate, polyethoxylated (40) stearic acid 
or a mixture of polyoxyethylene glyceryl caprylate and polyoxyethylene glyceryl caproate; the 
second surfactant is polyoxyethylene (80) sorbitan monooleate; and the organic solvent is PEG- 
300orPEG-400. 

27. (currently amended) The compO G itio n solutiQn of claim 26, wherein t he b&b- 
QC^u e oua particl e forming compooitio n solution comprises 70% PEG-400, 15% polyoxyethylene 
(80) sorbitan monooleate, 15% glyceryl caprylate/caprate (w/w/w), 

28. ' (currently amended) Tlie compoaition sol ution of claim 26, wherein 1 he 
gquooufl particl e forming compOGitio n solution comprises 70% PEG-400, 15% polyoxyethylene 
(80) sorbitan monooleate, 15% glyceryl monocaptylate (w/w/w). 

29. (currently amended) The eompositjo n solution of claim 26, wherein the noa- 
gqucoua particl e fomiing compositie fisolution comprises 70% PEG-400, 15% polyoxyethylene 
(80) sorbitan monooleate, 15% polyethoxylated (40) stearic acid (w/w/w). 

30. (currently amended) The composition solution of claim 26, wherein llie toh- 
aqucoua portiolo fomiinR compositio ns olution comprises 70% PEG-400, 15% polyojcyethylene 
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(80) sorbitan monooleate, 15% of a mixture of polyoxyethylene glycerji caprylate and 
polyoxyethylene glyceryl caproate (w/w/w). 



31. (currently amended) The 




iolution of claim 10, wherein ihe 



compositio as olution comprises Polysorbate 80, glyceryl c^iylate/caprate and a ini>cture of 
glyceryl tricaprate and glyceryl tricaprilate. 



(currently amended) The compoflition solution of claim 1, comprising one or more 



unit doses of a modafinil compound. 

33. (currently amended) The compositio n solution of claim 32, comprising one unit 
dose of a modafinil compound, 

34, (currently amended) The compogitio n solution of claim 33, wherein the unit dose 
comprises 200 mg of a modafinil compoimd. 

35, (currently amended) Tlie compoGitio n solution of claim 33. wherein the unit dose 
comprises 100 mg of a modafinil compound. 

36. (currently amended) A method of preparing an aqueous, liquid, homogeneous, 
stable composition of non-crystalline particles, comprising the steps of: 



(a) preparing a non-aqueous particl e forming compogitio n solution comprising 
a modafinil compound and at least one surfactant; and 

(b) contacting the non aqu e ous portiolo forming compositio n solm ion with an 
aqueous medium to spontaneously form an aqueous, liquid, homogeneous, 
stable composition of non-crystalline particles. 



37. (currently amended) The method of claim 36, wherein the m 
forming composition solution is contacted with an aqueous medium in vitro. 
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38. (cuirently amended) The method of claim 36, wherein the non aqnoous partiolo - 
foiTTiinR cdmpoflitio n soIutioD is contacted with an aqueous medium in vivo, 

39, (original) The method of claim 36, wherein the modafinil compoimil is modafinih 

40- (previously presented) The method of claim 36, wherein the surfactiint or 
surfactants! are present in an amount from about 1% to about 50%. 

41 . (currently amended) A method of treating a disease or disorder in a subject, 
comprising administering to a subject a therapeutically effective amount of anon-aqueous 
particl e forming compo oi tion of claim 1 s olution comprising a modaSnil componnd and at least 
one surfactant wherein the solution is characterized bv the fact that it spontaneoush- forms an 
aqueous, liquid, hom ogeneous, stable composition of non-crvstalline particles when contacted 
with an aqueous mediu mt o a subj e ct . 

42. (currently amended) A method of treating a disease or disorder in a subject, 
comprising: 

(a) preparing a solution comprising a modafinil compound and at least one surfactant: 

(a) £b} contactiiig the ftefl-o ^ e ous particl e forming compositio n solution- e^otoimr-l- with 
an aqueous medium to form an aqueous, liquid, homogeneous, stable composition of non- 
crystalline particles; and 

(b) Jjci administering a therapeutically effective amount of the aqueous, liquid, 
homogeneous, stable composition of non-crystalline particles to a subject 

43. (previously presented) The method of claim 40, wherein the modafinil compound 
is modafiniL 

44. (cxurently amended) The method of claim 41, wherein the compociti i msolution is 
administered for the treatment of sleepiness, tiredness, Parkinson's disease, cerebral ischemia, 
stroke, sleep apneas, eating disorders, attention deficit hyperactivity disorder, cognitive 
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dysfunction or fatigue; or for the pnoniotion of wakefulness, stimulation of appetite, or 
stimulation of weight gain to a patient in need thereof, 

45. (cuirently amended) The compositio n soiution of claim 3, wherein uj>on 
administration of the compocitio n solution to a subject in need thereof, modafinil has a blood 
serum level of about 0.05 to about 30 pig/ml in said subject. 

46. (currently amended) The compoaitio n solution of claim 45, wherein i he blood 
serum level is from about 1 to about 20 ^i^mL 

47. (currently amended) The compoaitjo ns olution of claim 1, wherein the b©r- 
oqu e ous particl e fonning oomposition solution is suitable for oral administration to a subject, 

48. (currently amended) The e^agesttie fisolution of claim 47, wherein 1 he bbr- 
aqu e oug porticlc forming oompositio n solution is encapsulated within a capsule. 

49. (currently amended) The compOGitio n solution of claim 48, wherein the capsule is 
a soft gelatin capsule. 

50. (currently amended) The compocition solution of claim 48, wherein the capsule is 
a hard capsule. 

51. canceled. 

52. canceled. 

53. canceled. 

54. canceled. 

55. (cuirently amended) The composit t ^solution of claim 1 , wherein the modafinil 
compound is the levorotatoiy form of modafinil. 
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56. previously presented) The method of claim 36, wherein the modafiml compound 
is the levorotatory foim of modafinil. 

57. (currently amended) The oompositio n method of claim 40, wherchi the modafinil 
compoundlis the levorotatory form of modafinil. 

58. (cunrently amended) The compoaitio Dm ethod of claim 41, wherein tlie modafinil 
compound 15 modafiniL 

59. (currently amended) The compo3ttt < ^solution of claim 14, wherein the organic 
solvent has an average molecular weight of about 1500 daltom or less. 

60. (previously presented) The method of claim 42, wherein the modafi nil 
compound is modafiniL 

6 1 . (currently amended) The method of claim 42, wherein the ©€>mpo5itj o ns olution is 
administered for the treatment of sleepiness, tiredness, Parkinson's disease, cerebral ischemia, 
stroke, sleep apneas, eating disorders, attention deficit hyperactivity disorder, cognitive 
dysfunction or fatigue; or for the promotion of wakefulness, stimxilation of appetite, or 
stimulation of weight gain to a patient in need thereof. 

62. ' canceled, 

63 . (currently amended) The composition s olution of claim 1 9, wherein t he modafiml 
compound is the levorotatory form of modafinil. 

64. (currently amended) The eeaipesirie mn ethod of claim 41, wherein tlie modafiml 
compound is the levorotatory form of modafmil. 

65. (currently amended) The composition m cthod of claim 42, wherein ttie modafinil 
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compound' is the levorotatory fonn of modafiniL 

66. (new) The solution of claim 1 8, wherein modafinil is present in the solution at a 
concentration of about 20 to about 80 mg/ml. 

67. (new) The solution of claim 1, wherein the solution i$ a Uquid solution. 

68. (new) The solution of claim 1, wherein the solution is a solid solution. 
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